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DETAILED ACTION 

Inventorship 

The examiner acknowledges that the correct spelling of the inventor is "Kari 
Zimmers" as indicated in the Declaration and confirmed by Applicant. 

Specification 

Title 

In light of Applicant's amendment to the title, the objection to the title as stated in 
the 7 January 2008 Action has been withdrawn. 

Abstract 

The objection to the abstract as stated in the 7 January 2008 Action has been 
withdrawn. 

Claim Objections 

In light of Applicant's amendment to claims 31 and 33, the objection to these 
claims as stated in the 7 January 2008 Action has been withdrawn. 

Claim 34 is objected to because of the following informalities: the word "retain" 
should be "retaining" (line 2). Appropriate correction is required. 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 



Application/Control Number: 10/731,942 
Art Unit: 3733 



Page 3 



The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 34 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. The method, as indicated in claim 1, is directed 
toward a method for replacing a damaged spinal disc. Based on Applicant's 
specification, fixedly connecting the first and second retaining members to the core 
seems to occur during the method of manufacturing the artificial disc (page 12, lines 3- 
12). Further based on the specification, it seems that the surgeon receives the disc 
already assembled, meaning with the core already fixedly connected to the retaining 
members. As such, it seems that Applicant is combining claims directed toward a 
method of implanting an artificial disc with claims directed toward a method of 
manufacturing an artificial disc. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 1, 2, 5-12, 15, 16, 19-22, and 25-27 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Bryan et al. (US 6,156,067 A). 

Regarding claim 1, Bryan et al. disclose an apparatus for replacing a damaged 
spinal disc in a spinal column wherein the apparatus comprises: an artificial disc 
including a resilient core having a first surface and a second surface, a first retaining 
member connected (defined by Merriam-Webster as "joined or linked together"; join is 
defined by Merriam-Webster as "to put or bring together so as to form a unit") to the first 
surface of the resilient core, and a second retaining member connected to the second 
surface of the resilient core, the first retaining member having an outer surface 
engageable with a first vertebra of the spinal column and an inner surface facing the 
first surface of the resilient core, the second retaining member having an outer surface 
engageable with the second vertebra of the spinal column and an inner surface facing 
the second surface of the resilient core; and a first mounting member comprising an 
anchor portion and a screw portion (Fig. 3 inset). Bryan et al. disclose connecting the 
first mounting member (anchor portion) with the first vertebra of the spinal column and 
moving the artificial disc into position between the first and second vertebrae (col. 6, line 
54 through col. 7, line 9). Bryan et al. do not explicitly disclose moving the artificial disc 
into engagement with the first mounting member to guide the artificial disc into position 
between the first and second vertebrae. However, it is obvious that Bryan et al. do that 
as the opening in the artificial disc must be lined up with the opening in the anchor 
portion for the entire device to be properly implanted. As such, the opening in the 
anchor portion, because this portion of the mounting member is implanted first, acts as 
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a guide, visual or otherwise, when the artificial disc is inserted and comes into contact 
with the anchor portion. This guide ensures that the artificial disc is in the proper 
position between the vertebrae. Regarding claim 2, it is obvious that Bryan et al. 
engage the first mounting member with a guide on the first retaining member, the guide 
on the first retaining member being the opening that receives the screw portion of the 
mounting member, to guide movement of the first retaining member into position 
between the first and second vertebrae (see claim 1 above for further explanation). 
Regarding claim 5, it is obvious from Fig. 3 that Bryan et al. engage the first mounting 
member (screw portion) with a stop (frustoconical surface at the opening) on the first 
retaining member to prevent relative movement between the first retaining member and 
the first mounting member in a first direction ("Y" in Fig. 3 inset). Regarding claim 6, it 
is obvious that Bryan et al. guide movement of the first retaining member relative to the 
first mounting member in a second direction ("X" in Fig. 3 inset) extending transverse to 
the first direction (col. 6, line 54 through col. 7, line 9). Regarding claim 7, it is obvious 
that Bryan et al. guide movement of the first mounting member (screw portion) into an 
opening in the first retaining member (Fig. 3 inset). Regarding claim 8, it is obvious that 
Bryan et al. would engage the first mounting member (screw portion) with a surgical tool 
for connecting the first mounting member to the first vertebra as the screw head has a 
recess, which is commonly used to receive a tool to drive the screw, and inserting such 
a small screw is easier to do using a tool than by hand (Fig. 3 inset). Regarding claim 
9, as stated above with respect to claim 8, it is obvious that a portion of the surgical tool 
would extend into a recess in the first mounting member (screw portion), which recess 
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appears to be designed to receive a screwdriver (Fig. 3 inset and Fig. 1). Regarding 
claim 10, it is obvious that an inner surface of the first mounting member (anchor 
portion) that faces the core is spaced from the core (Fig. 3 inset). Regarding claim 11, 
Bryan et al. disclose connecting the artificial disc to the first mounting member (col. 6, 
line 54 through col. 7, line 9). Regarding claim 12, it is obvious that connecting the 
artificial disc to the first mounting member includes preventing movement of the first 
mounting member relative to the artificial disc as the screw portion would be tightened 
as much as possible to reduce the likelihood of screw loosening and backout. 

Regarding claim 15, Bryan et al. disclose connecting a second mounting 
member (anchor portion) to the second vertebra and moving the artificial disc between 
the first and second vertebrae (col. 6, line 54 through col. 7, line 9). It is obvious that 
moving the artificial disc between the first and second vertebrae includes engaging the 
second mounting member with the artificial disc to guide movement of the artificial disc 
into position between the first and second vertebrae (see claim 1 above for further 
explanation). Regarding claim 16, it is obvious that Bryan et al. engage the first 
mounting member with a guide on the first retaining member, the guide on the first 
retaining member being the opening that receives the screw portion of the mounting 
member, to guide movement of the first retaining member into position between the first 
and second vertebrae and engage the second mounting member with a guide on the 
second retaining member, the guide on the second retaining member being the opening 
that receives the screw portion of the mounting member, to guide movement of the 
second retaining member into position between the first and second vertebrae (see 
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claim 1 above for further explanation). Regarding claim 19, it is obvious from Fig. 3 that 
Bryan et al. engage the first mounting member (screw portion) with a stop (frustoconical 
surface at the opening) on the first retaining member to prevent relative movement 
between the first retaining member and the first mounting member in a first direction 
("Y" in Fig. 3 inset) and engage the second mounting member (screw portion) with a 
stop (frustoconical surface at the opening) on the second retaining member to prevent 
relative movement between the second retaining member and the second mounting 
member in the first direction ("Y" in Fig. 3 inset). Regarding claim 20, it is obvious that 
Bryan et al. guide movement of the first retaining member relative to the first mounting 
member in a direction ("X" in Fig. 3 inset) extending transverse to the first direction and 
guide movement of the second retaining member relative to the second mounting 
member in a direction ("X" in Fig. 3 inset) extending transverse to the first direction (col. 
6, line 54 through col. 7, line 9). Regarding claim 21, it is obvious that Bryan et al. 
guide movement of the first mounting member (screw portion) into an opening in the 
first retaining member and guide movement of the second mounting member (screw 
portion) into an opening in the second retaining member (Fig. 3 inset). Regarding claim 
22, it is obvious that Bryan et al. would connect the first mounting member (screw 
portion) with a surgical tool for connecting the first mounting member to the first vertebra 
and the second mounting member (screw portion) with the surgical tool for connecting 
the second mounting member to the second vertebra as the screw heads each have a 
recess, which is commonly used to receive a tool to drive the screw, and inserting such 
small screws is easier to do using a tool than by hand (Fig. 3 inset). Regarding claim 
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25, it is obvious that an inner surface of the first mounting member (anchor portion) that 
faces the core is spaced from the core and an inner surface of the second mounting 
member (anchor portion) that faces the core is spaced from the core (Fig. 3 inset). 
Regarding claim 26, Bryan et al. disclose connecting the artificial disc to the first and 
second mounting members (col. 6, line 54 through col. 7, line 9). Regarding claim 27, it 
is obvious that connecting the artificial disc to the first and second mounting members 
includes preventing movement of the first and second mounting members relative to the 
artificial disc as the screw portions would be tightened as much as possible to reduce 
the likelihood of screw loosening and backout. 
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Claims 13, 14, and 28-33 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bryan et al. (US 6,156,067 A) as applied to claims 12 and 27 above, 
and further in view of Michelson (US 2002/0183757 A1). Regarding claims 14 and 29, 
Bryan et al. disclose engaging a frustoconical surface on the artificial disc with a 
frustoconical surface on the screw portions of the first and second mounting members 
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(col. 6, line 54 through col. 7, line 9; Fig. 3 inset above). Regarding claims 13 and 28, 
Bryan et al. teach the claimed invention except for connecting the artificial disc to the 
first and second mounting members with an interference fit. Michelson teaches a 
method of spinal stabilization wherein the resilient stabilization device (a plating system 
with movable plate segments) is connected to at least a first mounting member (a bone 
screw) with an interference fit (paragraphs 0078 and 0091). Regarding claims 30-33, 
Bryan et al. teach the claimed invention except for connecting a surgical tool to a first 
portion of the first retaining member and a first portion of the second retaining member 
by extending a first portion of the surgical tool into a first opening in the first portion of 
the first retaining member and a second portion of the surgical tool into a first opening in 
the first portion of the second retaining member. Michelson teaches a method of spinal 
stabilization wherein the resilient stabilization device (a plating system) is positioned by 
a surgical tool connected to the device by a first portion of the surgical tool extending 
into a first opening in the first portion of the first retaining member (plate) and a second 
portion of the surgical tool extending into a first opening in the first portion of the second 
retaining member (plate) (paragraphs 0079, 0082, and 0091; Fig. 13 inset). It would 
have been obvious to one of ordinary skill in the art at the time the invention was made 
to connect the Bryan et al. artificial disc to the Bryan et al. first and second mounting 
members (screw portions) with an interference fit (claims 13 and 28), as suggested by 
Michelson, as doing so would reduce the likelihood of screw backout. It would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
connect a surgical tool to a first portion of the Bryan et al. first retaining member and a 
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first portion of the Bryan et al. second retaining member by extending a first portion of 
the surgical tool into a first opening in the first portion of the Bryan et al. first retaining 
member and a second portion of the surgical tool into a first opening in the first portion 
of the Bryan et al. second retaining member (claims 30-33), as suggested by 
Michelson, as doing so would facilitate insertion of the retaining members. 



Michelson (US 2002/0183757 A1) 




Application/Control Number: 10/731,942 Page 12 

Art Unit: 3733 

Claim 23 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bryan et 
al. (US 6,156,067 A) as applied to claim 22 above, and further in view of Kambin (US 
5,584,887 A). Bryan et al. teach the claimed invention except moving the first and 
second mounting members away from each other to connect the first and second 
mounting members to the first and second vertebrae. However, it is obvious that this 
occurs as manufacturers, when packaging products, group like pieces together. 
Kambin illustrates this showing a surgical kit containing an implant comprising 
numerous mounting members (1 in Fig. 9) which are grouped together in the kit. 
Kambin also shows that the mounting members are connected to first and second 
vertebrae (1 and 60 in Figs. 16 and 17). As such, some time during insertion, it is 
obvious that a first and second mounting member are moved away from each other to 
connect to the first and second vertebrae. It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to provide the Bryan et al. 
artificial disc, including mounting members, in a kit with like pieces grouped together 
such that the surgeon would move the first and second mounting members away from 
each other to connect the first and second mounting members to the first and second 
vertebrae, as suggested by Kambin, as such a kit enhances efficiency during the 
surgical procedure. 
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Allowable Subject Matter 

Claims 3, 4, 17, 18, and 24 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

The following is a statement of reasons for the indication of allowable subject 
matter: no references, or reasonable combination thereof, could be found which 
disclose, or suggest, (a) engaging the first (claim 3) or first and second (claim 17) 
mounting members with a guide extending from the outer surface of the first (claim 3) or 
first and second (claim 17) retaining members and engaging the first (claim 3) or first 
and second (claim 17) vertebrae with the guide; (b) engaging the first (claim 4) or first 
and second (claim 18) mounting members with first and second guides extending 
generally parallel to each other on the first (claim 4) or first and second (claim 18) 
retaining members to guide movement of the first (claim 4) or first and second (claim 
18) retaining members into position between the first and second vertebrae; and (c) 
extending a first portion of the surgical tool into a recess in the first mounting member 
and extending a second portion of the surgical tool into a recess in the second mounting 
member (claim 24). 

Response to Arguments 

Applicant's arguments, filed on 1 1 April 2008, with respect to the 35 USC § 1 12, 
second paragraph rejection of claim 23 have been fully considered and are persuasive. 
The rejection of claim 23 has been withdrawn. 
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Applicant's arguments filed 1 1 April 2008 with respect to the 35 USC § 102(b) 
rejection of claim 1 over Bryan et al. (US 6,156,067 A) have been fully considered but 
they are not persuasive. 

Applicant first argues that the retaining members of Bryan et al. are not 
connected to the adjacent surfaces of the resilient core and states that this lack of 
connection is pointed out at col. 8, lines 3-5 and col. 7, lines 10-15 of Bryan et al. 
Applicant further states that the retaining members merely contact the adjacent surfaces 
of the resilient core so that relative sliding motion between the members and the core is 
possible. The examiner respectfully disagrees. The retaining members of Bryan et al. 
are connected to the core in that "connected", as defined by Merriam-Webster, means 
"joined or linked together", and "join", as defined by Merriam-Webster, means "to put or 
bring together so as to form a unit". The retaining members and core of Bryan et al. are 
clearly put together so as to form a unit, that unit being the artificial disc endoprosthesis. 
Furthermore, Applicant's addition of claim 34, which includes "fixedly connecting" the 
retaining members to the core, supports the examiner's interpretation of "connected" as 
defined by Merriam-Webster. 

Applicant then argues that the Bryan et al. endoprosthesis is fully inserted 
between the two vertebrae before the retaining member contacts the mounting member, 
and as such, the endoprosthesis is not moved into engagement with the mounting 
member to guide the endoprosthesis into position between the first and second 
vertebrae. The examiner respectfully disagrees. As Bryan et al. indicate at col. 6, line 
54 through col. 7, line 9, a portion (anchor 102) of the mounting member is first 
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implanted, then the opposing vertebral surfaces are milled and the endoprosthesis 
inserted, and finally the endoprosthesis is attached by the mounting member to the 
bone. This attachment is accomplished by a screw inserted through an opening in the 
endoprosthesis and secured within an opening of the anchor portion of the mounting 
member. Because of this, the opening in the endoprosthesis must be lined up with the 
opening in the anchor portion for the entire device to be properly implanted. As such, 
the opening in the anchor portion, because this portion of the mounting member is 
implanted first, acts as a guide when the endoprosthesis is inserted and comes into 
contact with the anchor portion. This guide ensures that the endoprosthesis is in the 
proper position between the vertebrae. 

Applicant's arguments, filed 1 1 April 2008, with respect to the 35 USC § 103(a) 
rejection of claim 1 over Harrington (US 5,893,889 A) in view of Bryan et al. (US 
6,156,067 A) have been fully considered and are persuasive. The rejection of claims 1- 
2, 4, 10, 15-16, 18, and 25 has been withdrawn. 

Applicant's arguments, filed 1 1 April 2008, with respect to the 35 USC § 103(a) 
rejection of claims 3 and 17 over Harrington and Bryan et al. in view of Lego blocks and 
von Hoffmann et al. (US 2002/0143333 A1) have been fully considered and are 
persuasive. The rejection of claims 3 and 17 has been withdrawn. 

Applicant's arguments with respect to the 35 USC § 103(a) rejection of claims 1 
and 30-33 over Buttner-Janz et al. (US 5,401 ,269 A) in view of Bryan et al. (US 
6,156,067 A) and Marnay (US 5,314,477 A) have been considered but are moot in view 
of the new ground(s) of rejection. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Julianna N. Harvey whose telephone number is 571- 
270-3815. The examiner can normally be reached on Mon. - Fri., 8:00 a.m. - 4:30 p.m. 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on 571-272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/J. N. HV 

Examiner, Art Unit 3733 
/Eduardo C. Robert/ 

Supervisory Patent Examiner, Art Unit 3733 



